UNCONTROLLED COPY Issued on 14-09-2021

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTIU3A

Product : Allerway film-coated tablets 5 mg
IMpoayxr: Annepsaii TabaeTKH, TOKPHITHIE TEHOUHON 000I0UKOH, 5 MT

Batch No / : C2109524 Batch Quantity / : 1040300 tab /
Cepus Ne ObbeM cepun 1040300 Tab
Analytical Report No / : 890001540700 Date of Analysis / : 18/08/2021
AHanuTnuyeckni otyeT No JaTa ananusa

Date of Manufacture / 1 07/2021 Date of Expiry / : 06/2023

Hata npousBoacTaa I'oged no

Analysis performed according ND: / Ananus nposenen no HJ: JIT1-004008-200820

Page10of4/Crp. 1 u3 4

No Test / ITokazaTen

Result / PesynsTaTel Specification / Hopma

1 | Description / Onucanune

Oval, biconvex, white film-coated Oval, biconvex, white to off-white film-
tablets, plain on one side and with "R coated tablets, plain on one side and with "R
5" debossed on the other side. White 5" debossed on the other side. White to off-

core on a cross section. / OBajibHbIe white core on a cross section. / OpanbHble
JBOSKOBBINYKJble TabneTk, ABOSIKOBBINYKIbIE TabNETKH, MOKPbIThIE
TIOKPBITBIE MJIEHOUHOH 060n0uKoii nIeHoYHoH o6onoukoil 6en0oro uau noutk
6enoro 1BeTa, ¢ OJIHOM CTOPOHBI 6enoro UBeTa, ¢ ONHOH CTOPOHLI THajKHe,
FlajgKue, Ha Apyroi cTopone Ha Apyroil cTopoHe rpasuposka «R 5». Ha
rpasupoBka «R 5». Ha nonepeunom MOTEPEYHOM paspese SApo oT 6enoro 1o
paspese aapo Oenoro ugera. o4ty 6enoro uBeTa.

2 | Identification. Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CootgeTtcTByeT TpeOOBAHMIM chromatogram of test solution should
IHoaIMHHOCTD. comply with the retention time of the main
JleBoneTupmnsun peak in the chromatogram of levocetirizine

dihydrochloride reference standard solution
(section "Assay"). / Bpemsi ynepxxuBaHus
OCHOBHOIO NMKa Ha XpoMaTorpamme
UCTIBITYEMOrQ pacTeopa JIOJKHO
COOTBETCTBOBATb BPEMEHH YAEPKHBAHNS
OCHOBHOI'O TMKa Ha XpomaTorpamme
pacteopa CTaHAaPTHOrO obpasua
NIeBOUETHPH3NHA AUTHAPOXJIOpU A (pasen
«KonnuecTBeHHOE onpeeieHnes).

3 | Average weight /
Cpeansst macea

132.28 mg / 132,28 mr 133.25 mg+£4% (127.92 t0 138.58 mg) /
133,25 mr =4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
Pacnanaemocrn

9 min/9 mun Not more than 15 min/
He 6osee 15 mun

Remarks : The Product contirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [poaykr coorBercTByeT Tpedosanisy HJT 3akaiouenne: OJOBPEHO

Prepared by / W Checked by / Approved by: Manager
[Toarorosnexo: [Tpoepeto: Onobdpeno: Menemxep
-\ )

Date / (C]Og~29% Date / (3-0% 202 | Date / 20 08 202

Hara:

Hara:

Jara:
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Dr.Reddy’s Qs
CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IlponyxT: Annepsai Tabnerku, NOKPLITHIE MIEHOUHOI 060J104KOH, 5 Mr

Batch No / : C2109524 Batch Quantity / : 1040300 tab /
Cepus Ne Obnem cepun 1040300 Tab
Analytical Report No / : 890001540700 Date of Analysis / 1 18/08/2021
AHnanuTHyeckuit oruet Ne Hata ananuza

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Jlara npousBoscTBa I'opmeH no

Analysis performed according ND: / Anasns nposegen no HJ: JITT-004008-200820

Page 2 of 4/ Ctp. 2 uz 4

5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 89% Not less than 80 % (Q) of label claim of
- C21H,5CIN,O5-2HCI (levocetirizine
- - 0,
Unit-2 / Taba.-2 99% | dihydrochloride) in 20 min. / He wenee
Unit-3 / Ta6n.-3 90% 80 % (Q) oT HOMHHANIBLHOrO COAEPKAHMS
Gritd 7 Tabnoa 2% C2;HasCIN,O5-2HCI (mesouerupusvta
JUTHAPOXNOpHA) uepe3 20 MuH.
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 97%
6 | Related Substances / [locroponnue npumecu
Impurity A / [Ipumecs A Not detected / He obHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [Tpumecs B Not more than 0.4 % / He 6osee 0,4 %
0.02% /0,02%
Impurity C/ pumecs C Not detected / He obHapyeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity D / [lpumecs D Less than LOQ (LOQ: 0.004%)Hmxe Not more than 0.4 % / He 6onee 0,4 %

npeaena KoJM4ecTBEHHOro
onpenenenus (ITKO : 0,004%)

Impurity E / INpumecs E 0.03 % /0,03% Not more than 0.4 % / He 6osee 0,4 %

Impurity F/ Ipumecs F Not more than 0.4 % / He Gonee 0,4 %

Not detected / He obHapyxeHa

Impurity RCT-3 / Tlpumech Not more than 0.30 % / He Gonee 0,30 %
RCT-3 0.09% /0,09%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Flpoaykt coorsercTByeT Tpedosanusm HJI 3akmouenne: OJOBPEHO
M)
Prepared by / W Checked by / Approved by: Manager
[Toarorosneno; ITposepeno: Onobpeno: Menemxe .
Date / "OR-Fo2 Date / Date / 20,0
Jlara: /67 g g Jara: lq-0% -~ 202 Jlara: O Q’ ZO}_'
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATIU3A

Product : Allerway film-coated tablets 5 mg
Hpopykr: Asntepai TabneTkH, MOKPBIThIE MIIEHOYHOI 060304KOH, 5 M

Batch No/ : C2109524 Batch Quantity / 1 1040300 tab /
Cepus Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001540700 Date of Analysis / 1 18/08/2021
AHanuTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Harta npousBoacTea T"oaen no

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITT-004008-200820

Page3 of4/Crp. 33 4

Any individual
impurity / Jhiobas eaunnynas
HEeHJEHTH (UL POBaHHAS
NpHMeCh

unidentified |.

BDL / perucrpaumnu

Not more than 0.2 % / He Goxnee 0,2 %

Total impurities /
CyMma npumeceii

0.1%/0,1%

Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / Xupansnaa | Not detected / He obHapyxeHa S-isomer - not more than 1.5 %
YHCTOTA S-uzomep - ne Gonee 1,5 %
8 | Loss on drying / IloTeps B 1.7%/1,7% Not more than 6.0 % / He 6onee 6,0 %
macce npH BeICYLIHBAHUH
9 | Microbial enumeration tests / MukpoGnoiaora4eckasi YHcToTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Obuiee uncio Menee 10KOE/r He 6onee 1000 KOE/r
a3pOoOHBIX MHKPOOPTaHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g/
moulds count / O61iee yncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOJNOKEBBIX U TIIECHEBBIX
rpuboB
c) Escherichia Coli Absentin 1 gram / Shell be absent in 1 gram /
OrcytctByerB I 1 OtcytctBe B 1 1
10 | Uniformity of dosage units / 3.7/3,7 The acceptance value (AV) should be less
OnHOpOAHOCTL A03HPOBAHUS than or equal to 15.0 / Ilpuemounoe
3naueHne (AV) nomkHo GLITb He Gosee
15.0.
11 | Assay / KosinuecrsenHoe 4.93 mg /4,93 mr 4.75 mg to 5.25 mg of Ca1HasCIN2O;- 2HC

onpejaesiecHue

(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 10 5.25 mr Ca1HsCIN,O;-2HCI
(1eBOUETHPU3HHA  AMFHAPOXAOPHA) B
TadneTke.

Remarks : The Product confirms to ND/
IMpumeuanne: IMpoaykT cooTseTcTBYET TpeboBaHisM HJJ

Conclusion : APPROVED /
Zakmiouenne: OJJOBPEHO

P

[Toarorosneno:

repared by /

e

Checked by /

ﬂposepeno@/\ f

Approved by: Manager
Onobpeno: Menemkep

Foni Reocry

Date /
Hara:

(F08-204

Date /
lq - 0%~ 202

Hara:

Date
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIU3A

Issued on 14-09-2021

Product : Allerway film-coated tablets 5 mg
IIponyxT: Annepsaii TabneTKn, NOKPLIThIE MIEHOYHOH 0B0N0OUKOH, 5 MI

Batch No / : C2109524 Batch Quantity / : 1040300 tab /
Cepus Ne ObneM cepun 1040300 Tab
Analytical Report No / : 890001540700 Date of Analysis / : 18/08/2021
AHannuTHyeckuit otyer Ne Jata aHanuza

Date of Manufacture / : 07/2021 Date of Expiry / 1 06/2023

Jata npon3BojicTBa Tonel 1o

Analysis performed according ND: / Ananus nposeaen no HJI: JITT-004008-200820

Page 4 of4/Crp. 4 u3 4

12 | Packaging / YnakoBka 10 tablets in (PA/AVPVC) |7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / Ilo 10 Tabnetok B 6amucrep u3 | pack./Io 7 nau 10 tabnetok B 6mucrep n3
(TITA/AJUTIBX) ¢onsru /| (TTAJAJI/TIBX) doneru / amomuHHeBOM
amomuunesoi dosbru. Ilo 3 6aucrepa | donbrn. ITo 1, 2 unmu 3 6aucrepa ¢
C WHCTPYKUHEH 10 MNPUMEHEHHIO B | HHCTPYKLMEH N[O NPHUMEHEHHIO B Mayky
NaykKy KapTOHHYIO. KapTOHHYIO.

13 | Labeling / MapkupoBka According to ND / B coorserctBuu ¢ HJJ

14 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Boilue 25 °C.

XpaHeHue
15 | Shelf life / Cpok rognoctu 2 years /2 rona

Remarks : The Product confirms to ND/

ITpumeuanue: [poaykt coorBercTByeT Tpedosatmam HJL

£

Conclusion : APPROVED /
3axmouenne: OQJOBPEHO

Prepared by /

HoarOTOBneHOW

Checked by /

ﬂpoaepei@i

Approved by: Manager
Onoj&eno: Meuenxep

ot Qecetiey

Date /
Hara:

[G-0F 2024

Date /
Jlara: (4 -0%- 202

Date /
Hara:

200 -20)]




